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Examiner 

Larry R. Helms 



Applicant(s) 

ZAPHIROPOULOS ET AL 



Art Unit 

1642 



- The MAILING DATE of this communication appears on the cover sheet with the correspondence address -- 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )S Responsive to communication(s) filed on 14 April 2003 . 
2a)[>3 This action is FINAL. 2b)Q This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle. 1 935 CD. 1 1 . 453 O G, 213= 
Disposition of Claims 

4) ^ Claim(s) 1,2,4-17 and 44-47 is/are pending in the application. 

4a) Of the above claim(s) 1.6-10.13.14,16 and 17 is/are withdrawn from consideration. 

5) ^ Claim(s) 44 and 47 is/are allowed. 

6) (EI Claim(s) 2.4.5,11,12,15,45 and 47 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) , are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)E3 All b)D Some * c)D None of: 

1 Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. . 



3. El Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 



1) EZZI Notice of References Cited (PTO-892) 

2) CH Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) ED Information Disclosure Statement(s) (PTO-1449) Paper No(s) m 



4) O Interview Summary (PTO-413) Paper No(s). 

5) Notice of Informal Patent Application (PTO-152) 

6) D Other: 



U.S. Patent and Trademark Office 

PTO-326 (Rev. 04-01) 
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DETAILED ACTION 



1 . Claims 18-43 were added in the amendment filed 2/19/03 and were canceled in 
the amendment filed 4/14/03. Claim 3 has been canceled and claims 44-47 have been 
added and claims 2, 4-5, 15 have been amended. 

2. Claims 1, 6-10, 13-14, 16-17 are withdrawn from further consideration pursuant 
to 37 CFR 1 .142(b), as being drawn to a nonelected inventions. Applicant timely 



3. Claims 2, 4, 5, 11, 12, 15, 44-47 are under examination. 

4. The text of those sections of Title 35 U.S.C. code not included in this office action 
can be found in a prior Office Action. 

5. The following Office Action contains some NEW GROUNDS of rejection. 
Rejections Withdrawn 

6. The rejection of claims 2-4, 5, 11-12, and 15 under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention is withdrawn in view of the 
amendments to the claims. 

7. The rejection of claims 2, 5, 11-12 under 35 U.S.C. 102(b) as being anticipated 
by Motoyama et al (Nature Genetics 18:104-106, 2/98, IDS #11/2) is withdrawn in view 
of the amendment to the claims. 
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8. The rejection of claims 2, 5, 11-12 under 35 U.S.C. 103(a) as being unpatentable 
over Motoyama et al (Nature Genetics 18:104-106, 2/98, IDS 1 is withdrawn in view 
of the amendments to the claims. 



Response to Arguments 

£/. I I IC7 I^J^OUWII Ul V-/ICUI I I I \J Ul IU^7I \J\J U.O.^S. I IIIOL pOI Cl^l Clpl I , CIO UWI I Ldl I 1 1 1 iy 

subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention is maintained. 

The response filed 4/14/03 has been carefully considured but is deemed not to 
be persuasive. The response states claim 15 requires the presence of a nucleic acid 
according to claims 2 or 4 and the nucleic acids are specifically defined. In response to 
this argument, the claim still encompasses a genus of nucleic acids (for example claim 
4) but the specification only teaches SEQ ID NO:5. Therefore, it is reasonable to 
conclude that the claim encompasses subject matter which was not described in the 
specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

10. The rejection of claim 2, 4, 5, 1 1-12, 15, and newly added claims 45 and 47 
under 35 U.S.C. 112, first paragraph is maintained. 
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The response filed 4/14/03 has been carefully considured but is deemed 
not to be persuasive. The response that claim 2 has been amended to remove "variant" 
and "analog" and claim 4 recites specific hybridization conditions coupled to the 
structure recited in claim 2 (see page 7 of response). In response to this argument, 
while claim 2 does recite a structure of SEQ ID NO:1 , claim 4 only requires a nucleic 
acid that hybridizes with the DNA of claim 2 (which claim 4 does not require the DNA to 

onrnHo QPO \F\ MH'1 \ onrl o o ci ir*h f ho ploimo oro o+ill K rr\ o H I \ / H ro\A/n +r\ onw r\i ir>\c\\r* r%r*\rl 

Wl I WWVIW WI_VJ( ILy I ^ . I J UII\J UU WUVI I LI I VIUIIIIU UIW WLIII LVI WUUIJT UIUVVI I IW C4I I J( IIUUIOIU QUIU 

that hybridize to a DNA encoding SEQ ID NO:1 or SEQ ID NO:5 (claim 45 and 46). 
Again the claims encompass nucleic acids that would not function as SEQ ID NO:1 , as 
well as nucleic acids for the detection of any PTCH2 gene wherein it is not clear what 
structural and functional characteristics are encompassed by a PTCH2 gene that 
encodes a PTCH2 protein. As stated in the rejection protein chemistry is probably one 
of the most unpredictable areas of biotechnology. As such one skill in the art would not 
know how to use just any DNA that hybridizes to a DNA encoding SEQ ID NO:1 or DNA 
of SEQ ID NO:5. Under the recited hybridization conditions, a multitude of DNA's would 
hybridize because the conditions are at low temperature and no time is indicated or 
washing conditions indicated. 

Thus, one skilled in the art would be forced into undue experimentation in order 
to practice the broadly claimed invention. 
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1 1 . The rejection of claim 4, and newly added claims 45 and 47 under 35 
U.S.C. 102(b) as being anticipated by Motoyama et al (Nature Genetics 18:104-106, 
2/98, IDS #1 1/2) is maintained. 

The response filed 4/14/03 has been carefully considured but is deemed not to 
be persuasive. The response states that Motoyama deals with the mouse sequence 
which is different from the human and the gene encoding the human patched2 protein 

\A/o o chn\A/n fr\r the -firef +imo or>r»r\rH inn tn -fho nrAoont in\ //-\r-i+i/-\r"\ »^r>rA h/ln^Ai/Arvirt j^mlw 
www uiivini i wi iii^ iiivjk tniiw uvwiuiii^ iu u i\* pi vyoui i l ii i v^?i i uwi i a i ivj ivi\ji\jy cai i la \ji uy 

mentions the role of patched in carcinoma not patched2 (see pages 7-8 of response). 
In response to this argument, claims 4, 19 and 21 do not require the nucleic acid 
encode the human protein of SEQ ID NO:1 and as such the art reads on the claims and 
the DNA of Motoyama would hybridize under the recited conditions. 



12. The rejection of claims 2, 4, 5, 1 1-12 and newly added claims 45 and 47 under 
35 U.S.C. 102(e) as being anticipated by Sauvage et al (U.S. Patent 6,348,575, with 
priority to 4/15/98) is maintained. 

The response filed 4/14/03 has been carefully considured but is deemed not to 
be persuasive. The response states Sauvage fails to suggest or disclose the presently 
claimed sequences (see page 8 of response). In response to this argument, claim 2 
recites a nucleic acid that encodes a human protein that is essentially comprised of 
SEQ ID NO:1. The nucleic acid of Sauvage does encode a human protein that is 
essentially comprised of SEQ ID NO:1 and as such the art reads on the claims. The 
phrase "essentially comprised" is open language and thus SEQ ID NO:1 can have 
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additional amino acids. In addition the nucleic acid of Sauvage would hybridize to SEQ 
ID NO:5 under the recited conditions. 

13. The rejection of claim 4 and newly submitted claims 45 and 47 under 35 
U.S.C. 102(b) as being anticipated by the Boehinger Mannheim 1991 catalog is 
maintained. 

Tho rpcnnnco filoH AI^AI(Y\ hsc hann oorofnllw r*r\r\c\A\ \rc±f\ hi if \o At*csmr±A r*r\t f^ 

be persuasive. The response states that there is no indication that the random primers 
would hybridize to a nucleic acid encoding SEQ ID NO:1 (see page 9 of response). In 
response to this argument, it is inherent that the primers would hybridize to a sequence 
in the nucleic acid that encodes SEQ ID NO:1 under the recited conditions. 



14. The rejection of claims 4, and 15 under 35 U.S.C. 103(a) as being unpatentable 
over Motoyama et al (Nature Genetics 18:104-106, 2/98, IDS 1 Vz) is maintained. 

The response filed 4/14/03 has been carefully considured but is deemed not to 
be persuasive. The response states there is no motivation in Motoyama to arrive at the 
currently claimed subject matter (see page 9 of response). In response to this 
argument, no positive recitation of the kit ingredients/elements distinguishes the claim 
over the references. Therefore, the references read on the claimed kit. Further, it is a 
well-known convention in the art to place the recited elements in a kit comprising a 
container for the advantages of convenience and economy. 
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Thus, the claimed subject matter is considered obvious over the prior art, absent 
sufficient factual evidence to the contrary. 

15. The rejection of claims 2, 4, 5, 11-12, 15, and newly added claims 45 and 47 
under 35 U.S.C. 103(a) as being unpatentable over Sauvage et al (U.S. Patent 
6,348,575, with priority to 4/15/98) is maintained. 

tu« -~~.~~.~~~ *;i~~i a 14 a /no u~~ u~~~ ~~«.~*. , ~:~<. .-~^i u. .* : i i 4. a~ 
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be persuasive. The response states there is no motivation in Sauvage to arrive at the 
currently claimed subject matter (see page 9 of response). In response to this 
argument, no positive recitation of the kit ingredients/elements distinguishes the claim 
over the references. Therefore, the references read on the claimed kit. Further, it is a 
well-known convention in the art to place the recited elements in a kit comprising a 
container for the advantages of convenience and economy. 

Thus, the claimed subject matter is considered obvious over the prior art, absent 
sufficient factual evidence to the contrary. 

Conclusion 

16. Claims 44 and 46 are in condition for allowance. The prior art made of record 
and not relied upon is considered pertinent to applicant's disclosure. U.S. Patent 
6,309,879. 

1 7. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
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§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 

chnrtonorl ctati ifnrw norinrf \A/ill avniro nn tho Ho to tho oHwioorw o^tinn It* nn^ilstH *r*A r*m, 

wi iwi hwi wtwkuiwi^ f>wi ivsvt villi WApn v VII HIV UUIV LI 1 1> UU VICUI Jf UVsLIWI I IO IMCIIIdJ, GlllCl Clliy 

extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 



1 8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Larry R. Helms, Ph.D. whose telephone number is (703) 
306-5879. The examiner can normally be reached on Monday through Friday from 7:00 
am to 4:30 pm, with alternate Fridays off. If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Anthony Caputa, can be 
reached on (703) 308-3995. Any inquiry of a general nature or relating to the status of 
this application or proceeding should be directed to the Group receptionist whose 
telephone number is (703) 308-0196. 

19. Papers related to this application may be submitted to Group 1600 by facsimile 
transmission. Papers should be faxed to Group 1600 via the PTO Fax Center located in 
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Crystal Mall 1 . The faxing of such papers must conform with the notice published in the 
Official Gazette, 1096 OG 30 (November 15, 1989). The CM1 Fax Center telephone 
number is (703) 308-4242. 



Respectfully, 

Larry R. Helms Ph.D. 



7no one co7n 




